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in which collimated gamma rays are
delivered at a distance from the pa-
tient or human research subject.

Temporary job site means a location
where mobile medical services are con-
ducted other than those location(s) of
use authorized on the license.

Therapeutic dosage means a dosage of
unsealed byproduct material that is in-
tended to deliver a radiation dose to a
patient or human research subject for
palliative or curative treatment.

Therapeutic dose means a radiation
dose delivered from a source con-
taining byproduct material to a pa-
tient or human research subject for
palliative or curative treatment.

Treatment site means the anatomical
description of the tissue intended to re-
ceive a radiation dose, as described in a
written directive.

Type of use means use of byproduct
material under §§35.100, 35.200, 35.300,
35.400, 35.500, 35.600, or 35.1000.

Unit dosage means a dosage prepared
for medical use for administration as a
single dosage to a patient or human re-
search subject without any further ma-
nipulation of the dosage after it is ini-
tially prepared.

Written directive means an authorized
user’s written order for the administra-
tion of byproduct material or radiation
from byproduct material to a specific
patient or human research subject, as
specified in §35.40.

[67 FR 20370, Apr. 24, 2002, as amended at 68
FR 19324, Apr. 21, 2003; 69 FR 55737, Sept. 16,
2004]

§35.5 Maintenance of records.

Each record required by this part
must be legible throughout the speci-
fied retention period. The record may
be the original, a reproduced copy, or a
microform if the copy or microform is
authenticated by authorized personnel
and the microform is capable of pro-
ducing a clear copy throughout the re-
quired retention period. The record
may also be stored in electronic media
with the capability for producing leg-
ible, accurate, and complete records
during the required retention period.
Records such as letters, drawings, and
specifications must include all perti-
nent information such as stamps, ini-
tials, and signatures. The licensee shall

§35.7

maintain adequate safeguards against
tampering with and loss of records.

§35.6 Provisions for the protection of
human research subjects.

(a) A licensee may conduct research
involving human research subjects
only if it uses the byproduct materials
specified on its license for the uses au-
thorized on its license.

(b) If the research is conducted, fund-
ed, supported, or regulated by another
Federal agency that has implemented
the Federal Policy for the Protection
of Human Subjects (Federal Policy),
the licensee shall, before conducting
research—

(1) Obtain review and approval of the
research from an “‘Institutional Review
Board,”” as defined and described in the
Federal Policy; and

(2) Obtain ““informed consent,”” as de-
fined and described in the Federal Pol-
icy, from the human research subject.

(c) If the research will not be con-
ducted, funded, supported, or regulated
by another Federal agency that has im-
plemented the Federal Policy, the li-
censee shall, before conducting re-
search, apply for and receive a specific
amendment to its NRC medical use li-
cense. The amendment request must
include a written commitment that the
licensee will, before conducting re-
search—

(1) Obtain review and approval of the
research from an “‘Institutional Review
Board,”” as defined and described in the
Federal Policy; and

(2) Obtain ““informed consent’’, as de-
fined and described in the Federal Pol-
icy, from the human research subject.

(d) Nothing in this section relieves li-
censees from complying with the other
requirements in this part.

[67 FR 20370, Apr. 24, 2002; 67 FR 62872, Oct. 9,
2002]

§35.7 FDA, other Federal, and State
requirements.

Nothing in this part relieves the li-
censee from complying with applicable
FDA, other Federal, and State require-
ments governing radioactive drugs or
devices.
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